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DETAILED ACTION 

Applicant's amendment filed 7/1/2010 has been received and entered into the present application. 

As reflected by the attached completed copy form PTO/SB/08A (five pages total), the Examiner 
has considered the cited references. Documents not published in the English language were not 
considered. 

Applicant's arguments filed 7/1/2010 have been fully considered. Rejections not reiterated from 
previous Office Actions are hereby withdrawn. The following rejections are either reiterated or newly 
applied. They constitute the complete set of rejections presently being applied to the instant application. 

Status of Claims 

Claims 12, 14, 16-18 and 20-37 are pending. 

Claims 16, 21, 28 and 35 remain withdrawn. 

Claims 12, 14, 17-18, 20, 22-27, 29-34, 36 and 37 are currently under examination and the 
subject matter of the present Office Action. 

New grounds of rejection upon further consideration: 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims under 
35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly 
owned at the time any inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of 
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each claim that was not commonly owned at the time a later invention was made in order for the examiner 
to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 
35U.S.C. 103(a) 

Claims 12, 14, 17-18, 20, 22-27, 29-34 and 36-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Funahashi et al. (WO 02/032872, cited by Applicant) as evidenced by CancerCare, 
(www.lungcancer.org, 2009; of record) and in view of Micke et al. (Clinical Cancer Research, vol. 9, 
188-194, January 2003). 

Examiner is using the Japanese WO 02/032871 document for its publication date and is providing 
US Patent 7, 253, 286 as an English language equivalent of that document. 

Funahashi et al. discloses a method of treating lung cancer (column 22) comprising 
administration of the elected compound: claim 1 discloses Ri and R2 as hydrogen (claim 1), R al2 is the 
cyano taught by the formula in column 904, line 40, second compound, (claim 1), Y al is represented by 
the formula in column 903, line 35, first compound, where W 31 and W 32 are each independently an 
optionally substituted carbon atom (claim 1) and Z 12 is an alicyclic hydrocarbon group (claim 1). Further, 
the compound can be administered orally and parenterally (column 83, lines 23-29). 

Funahasi et al. is silent on determining of the patient's cancer expresses c-kit of a mutant c-kit 

kinase. 

CancerCare teaches that there are two types of lung cancer, non-small cell lung cancer and small 
cell lung cancer (SCLC). 

Micke et al. teaches that c-kit represents a new prognostic factor in SCLC. 

One of ordinary skill in the art would have found it prima facie obvious at the time of the 
invention to determine whether the patient's cancer expresses c-kit kinase with administration of an 
anticancer agent known for the treatment of SCLC because c-kit kinase is known to be a prognostic 
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indicator for SCLC. One would have been motivated to do so in order to confirm that a patient has 
SCLC. 



Claims 12, 14, 17-18, 20, 22-27, 29-34 and 36-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Funahashi et al. (WO 02/032872, cited by Applicant) as evidenced by CancerCare, 
(www.lungcancer.org, 2009; of record) and in view of Sekido et al. (Cancer Research, 51, 2416-2419, 
May 1, 1991). 

Examiner is using the Japanese WO 02/032871 document for its publication date and is providing 
US Patent 7, 253, 286 as an English language equivalent of that document. 

Funahashi et al. discloses a method of treating lung cancer (column 22) comprising 
administration of the elected compound: claim 1 discloses Ri and R2 as hydrogen (claim 1), R al2 is the 
cyano taught by the formula in column 904, line 40, second compound, (claim 1), Y al is represented by 
the formula in column 903, line 35, first compound, where W 31 and W 32 are each independently an 
optionally substituted carbon atom (claim 1) and Z 12 is an alicyclic hydrocarbon group (claim 1). This 
particular combination teaches the compound elected by Applicant. Further, the compound can be 
administered orally and parenterally (column 83, lines 23-29). 

Funahasi et al. is silent on determining of the patient's cancer expresses c-kit of a mutant c-kit 

kinase. 

CancerCare teaches that there are two types of lung cancer, non-small cell lung cancer and small 
cell lung cancer (SCLC). 

Sekido et al. teaches that c-kit expression in SCLC reflects the unique biological nature of the 
tumor cells different from non-SCLC. 

One of ordinary skill in the art would have found it prima facie obvious at the time of the 
invention to determine whether the patient's cancer expresses c-kit kinase with administration of an 



Application/Control Number: 10/797,903 Page 5 

Art Unit: 1628 

anticancer agent known for the treatment of SCLC because c-kit kinase is known to be expressed in 
SCLC cells and further distinguishes from other tumor cells which are non-SCLC. One would have been 
motivated to do so in order to confirm that a patient has SCLC. 



Conclusion 

No claim is found to be allowable. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to ANNA PAGONAKIS whose telephone number is (571)270-3505. The examiner can 
normally be reached on Monday thru Thursday, 7am to 5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Brandon Fetterolf can be reached on 571-272-2919. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 
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/Brandon J Fetterolf/ 

Supervisory Patent Examiner, Art Unit 1628 



